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Dear Dr. Lipicky, N

Pursuant to 21 CFR 314.70 ( c), Pfizer Inc hereby submits a Changes e;lﬁ'g'Effected
Supplement to NDA #19-787 (amlodipine besylate) tablets.

This is 2 Stand Alone Packaging Operations Site Change supplement that is based on the
Scale-up and Post-Approval Changes Guidance for Immediate Release Products (SUPAC-
IR), letter from FDA dated February 18, 1997 (copy included in Section 2 of this
submission). The purpose of this supplement is to add

as an additional packaging site for the subject product.

Pursuant to the Guidance, the following information described in Overview, Seption 1,is
enclosed:

e Summary

e Additional Packaging Site Location
e cGMP Compliance Profile

e Stability Commitment and Protocol

Please be advised that Pfizer will implement this packaging operation site change on, or after
June 15, 1999. Ongoing stability data for amlodipine besylate tablets packaged at
will be submitted in subsequent annual reports.

CONFIDENTIAL/TRADE SECRET INFORMATION SUBJECT TO 18-USC-1905 AND TO WHICH ALL CLAIMS OF PRIVILEGE AND
CONFIDENTIALITY ARE ASSERTED IN BOTH STATUTORY AND COMMON LAW.




In accordance with 21 CFR 314.70 (a), a certified field copy of the submission is being
submitted to the Brooklyn District office concurrently with the one to the Review Division.

If you have any questions, please contact the undersigned at (212)-573-5999.
Thank you very much for your assistance.

Sincerely,

J ea?!;:';;s ,‘N%KS‘?AP

Director, Regulatory Affairs

Desk Copy: Mr. David Roeder




